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Boehringer Ingelheim to Commence Phase Il Study Investigating the Role of BIBW
2992 (Tovok(TM)) as First-Line Treatment for Non-Small Cell Lung Cancer (NSCLC)
Patients With EGFR Mutations

03.08.2009 - 07:04 Uhr, Boehringer Ingelheim GmbH

I ngel heim Germany (ots/PRNewswire) - - Data From Phase || Studies |Investigating Bl BW2992
(Tovok(TM) and BIBF 1120 (Vargatef(TM) in NSCLC Patients Presented at 13th World
Conference on Lung Cancer (WCLC)

I NGELHEI M Ger many, August 3 /PRNewswire/ --

Boehri nger 1ngel hei m announced today at the International Association for the Study of Lung

Cancer's 13th Wrld Conference on Lung Cancer (WCLC), San Francisco, CA the initiation of a
Phase I11 clinical study of BIBW2992 as first-line treatnent in non-small cell lung cancer

(NSCLC) patients with epidermal growth factor receptor (EGFR) nutations. BIBW2992 (planned

brand nane Tovok(TM) is the first orally-adm nistered, irreversible dual inhibitor of EGFR
and HER2,[1] to reach Phase 111 devel opment in NSCLC. [2]

This LUX-Lung 3 trial will conpare the efficacy and safety of the single-agent BIBW2992 to
that of standard chenotherapy (cisplatin/penetrexed ) as a potential first-line treatnment
for NSCLC patients with EGFR nutations.[3] Boehringer Ingelheims LUX-Lung trial progranmme
currently includes two Phase Il trials assessing the efficacy and safety of BIBW 2992 in
various NSCLC patient popul ations across the gl obe.

"The Boehringer Ingel heimLUX-Lung 3 trial studying BIBW2992 in patients with EGFR
mutations will be inportant as we continue to work towards providing personalized medicine
for patients with lung cancer," said James Yang, MD, PhD, Professor at the G aduate
Institute of dinical Medicine and the Graduate Institute of dinical Pharmacy at the

Col | ege of Medicine at the National Taiwan University (NTU). "BIBW?2992 is an irreversible
tyrosi ne kinase inhibitorl whose clinical benefit we are hoping to confirmin the first-line
setting for patients with EGFR mutations".

This m|estone coincides with the oral presentations of new data at WCLC suggesting the
conpound' s potential:

- Prelimnary data fromthe Phase Il LUX-Lung 2 trial of NSCLC
patients with an EGFR nutation show a response rate of nearly two-
thirds (63% and a disease control rate of 97%in 38 evaluable first-
line patients.[4] The nobst commonly (greater than 5% observed adverse
events were Grade 3 and included diarrhea, skin-related adverse events
and nouth ulcerations.[4] Conparable response rates (66% and disease
control (97% rates were observed in the second-line setting.[4]
- Prelimnary data from anot her study showed that BI BW 2992
i nproved di sease synptons and reduced the size of tunors in three
heavily pre-treated patients with HER2neu nutations.[5] Results from
this trial warrant further investigation of BIBW2992 as a potenti al
new treatment option for NSCLC patients who have HER2neu nutations.[5] On May 29,
Boehri nger 1ngel hei mannounced that it entered into an agreement with the Manchester, UK-
based conpany DxS to provide a conpani on diagnostic test kit for BIBW?2992 to identify
mutations of the EGFR in patients with non- snmall cell lung cancer. Under the terns of the
agreenent, DxS and Boehringer Ingelheimw |l work jointly to nake a suitabl e conpanion
di agnostic test kit globally avail able.

Data for BIBF 1120 (Vargatef(TM) in NSCLC

Al'so presented at the conference were results from a pharnmacoki netic anal ysis of another
Boehri nger | ngel hei m conpound, BIBF 1120 (pl anned brand nane Vargatef(TM ), an angi ogenesis
i nhi bitor that sinultaneously inhibits vascular endothelial growth factor receptors (VEGFR),
pl atel et-derived growth factor receptors (PDGFR) and fibroblast growth factor receptors
(FGFR). The data presented at the conference cone froma Phase Il study investigating the
ef fi cacy and safety of the conmpound in patients with rel apsed advanced NSCLC. 6 This doubl e-
blind multicenter trial included patients with an Eastern Cooperati ve Oncol ogy G oup (ECOG
performance status of 0-2 with relapsed NSCLC after failure of first- or second-line

chenot her apy. [ 6]

The anal ysis shows that the pharmacokinetics of BlIBF 1120 are i ndependent from pati ent
characteristics (e.g., age, weight, height, gender, snoking status, etc.).[6]
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Updat ed efficacy and safety data fromthis study denpbnstrate that patients with an ECOG
performance status of 0-1 had a nmedian overall survival of 264 days (n=56).[6] These data
suggest that BIBF 1120 has singl e-agent activity in patients suffering fromrecurrent
NSCLC. 6 Prelimnary data fromthis study were presented in April 2008 at the 1st European
Lung Cancer Conference in Switzerl and.

The data presented at WCLC, and the ongoi ng Phase |1l devel opnent of its two nbst advanced
conmpounds, nark significant progress for Boehringer |ngel heims evolving oncol ogy pipeline.
In addition to Bl BW 2992 and BI BF 1120, Boehringer |ngel heimhas several oncol ogy conpounds
in earlier clinical and pre-clinical devel opnent.

Boehri nger 1ngel heimbelieves in evidence-based, scientific progress; its extensive oncol ogy
clinical trial progranme involves nore than 800 study centers in 47 countries. Boehringer

I ngel hei m has a dedi cated cancer research center in Vienna where scientists are focused on
the di scovery and devel opnent of new treatments to conbat or alleviate the synptons of
cancer.

Clinical trial information

Addi tional information on the LUX-Lung 3 trial will be avail able on
http://ww.clinicaltrials.gov

The gl obal LUME-Lung Phase IIl clinical trial programme is investigating BIBF 1120 in
conbi nation with standard second-1line chenptherapy in patients with advanced NSCLC. The
studi es are ongoing and with a recruitnment target of 2,600 patients worldwi de. This is one
of the largest Phase IIl study prograns in an advanced NSCLC patient population to
date.[7, 8]

About Lung Cancer

Lung cancer is the world's nost common cancer and kills nore people than any other cancer
In 2008, approximately 1.52 million new cases of |ung cancer were diagnosed worl dwi de, with
1.31 nmillion people dying fromthe disease. In the United States, an estimted 161, 840

deat hs, accounting for 29 percent of all cancer deaths, occurred in 2008, according to the
Anerican Cancer Society (ACS)

About Boehringer |ngel heimin Oncol ogy

Bui l ding on scientific expertise and excellence in the fields of pul monary and

cardi ovascul ar nedi ci ne, netabolic disease, neurol ogy, virology and i munol ogy, Boehri nger

I ngel hei m has enbarked on a major research programme to devel op i nnovative cancer drugs
Working in close collaboration with the international scientific comunity and a nunber of
the world's | eading cancer centers, Boehringer Ingelheimis conmitted to di scovering and
devel opi ng novel cancer treatnments. This commitnment is underpinned by using advances in
science to develop a range of targeted therapies in areas of medi cal need, including various
solid tunors and hematol ogi cal cancers.

The current focus of research includes compounds in three areas: angi ogenesis inhibition,
signal transduction inhibition and cell-cycle kinase inhibition. BIBW2992 entered Phase

I1b/111 clinical devel opment in NSCLC earlier in 2008 and was granted Fast Track designation
for athird/fourth line treatnent indication in NSCLC by the US Food & Drug Adm nistration.
In addition, the LUMVE-Lung Phase Ill clinical trial program which is investigating BlBF

1120 in conbination with standard second-1ine chenotherapy treatnents for patients with
advanced NSCLC, is ongoing. In the area of cell-cycle kinase inhibition, Boehringer

I ngel heimis devel oping inhibitors of polo-like kinase 1 (Plkl), a protein that is involved
in the processes of cell division. These nolecules are in the early stages of clinica

devel oprent .

Boehri nger | ngel hei m

The Boehringer Ingel heimgroup is one of the world's 20 | eadi ng pharmaceuti cal conpani es.
Headquartered in Ingel heim Germany, it operates globally with 138 affiliates in 47
countries and 41,300 enpl oyees. Since it was founded in 1885, the independent, fam|y-owned
conpany has been committed to researching, devel oping, manufacturing and marketing novel
products of high therapeutic value for human and veterinary nedicine.

In 2008, Boehringer |ngel heimposted net sales of 11.6 billion euro while spending one fifth
of net sales in its largest business segnent Prescription Medicines on research and
devel opnent .

For nore information please visit http://ww.boehringer-ingel heimcom
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